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©O) The proposal for a regulation COM (2018) 51 finahs to
coordinate the health technology assessment. Tdulnoblogy,
comprising medicinal products, medical device ordit& and
surgical procedures, is now assessed by MemberesStan
medical, economic, social or ethical aspects. Tlesmessments
serve as a basis for Member States, in particaldefine the price
of the technology and the repayment conditions.

©) This text proposes to implement a joint clinicatessment of
health technologies, non-clinical assessments remamatter of
national competence. To this aim, a coordinatiemugrmade up of
member states representatives and co-chaired byEtmepean
Commission will be in charge of defining which obal
assessments have to be carried out in common timel€&uropean
Commission control. Member States will be able & out
clinical technology assessments un-registered enctbordination
group’s work program, but they will have to respacprocedure
defined by the European Commission.

©) Once approved by the European Commission, the gtimctal
assessment of a health technology will have toakert over by
Member States realizing an overall assessmenti®ftebhnology.
Member States shall notify to the Commission thaults of the
overall assessment of a health technology thabbes subject to a
joint clinical assessment within 30 days followitgconclusion.

@ The Commission will determine, through implementengs,
the rules of procedure, the methodology and the ddntents to
allow joint clinical assessments and those realibgdMember



S

States. It will also by this mean set the condgiaf cooperation
with the European Medicines Agency. Thus, the Caossion
wishes to associate this agency, in charge of psiutg the
marketing authorization files, with the work of tleeordination

group.

Having regard to the article 88-6 of the French Tiurtion,
The French Senate makes the following observations

— The Commission relies on article 114 of the Tyeat the
functioning of the European Union to justify thisoposal for a
regulation. It enables it to take measures allowitige
rapprochement of the provisions in force in Memisates for
health, taking as a base a high level of protecfitne standard of
protection offered by this text cannot be evaluatéteed,
provisions concerning the methodology for the mion of
clinical assessments are not yet known and wily dré defined
later on implementing acts. It is then essentialrecall that
implementing acts are free from the subsidiarityakh;

— The article 6 of the Treaty on the functioning thie
European Union specifies that the European Unioly ¢rave
authority to take supportive actions regarding pinetection and
improvement of human health. Its role is to commatmand to
coordinate the action of Member States. In fads téxt provides
that the coordination group will set the programtlo¢ clinical
assessments that will be carried out in common.s&hmint
clinical assessments shall necessarily be taken loyedviember
States without being able to conduct new assessméitie
coordination group then seeks to replace MembdeStavhich is
contrary to the Treaty ;

— The article 168 of the Treaty on the functioniafj the
European Union, in paragraphs 2 and 5, makes &r dleat the
Union encourages cooperation between Member Statbe field
of public health. It cannot then enforce a coopenan this field ;

— The article 168 of the Treaty on the functioniafy the
European Union, in paragraph 7, stipulates thatUhen shall
respect the responsibilities of the Member Stabeshe definition
of their health policy. It shall include the managmt of health



services and medical care and the allocation of rés®durces
assigned to them. Clinical assessments are edsemtMember
States for the definition of pricing and repaymgatlicies for
health technologies. It then falls within the resgqbility of
Member States ;

— The European Commission wants to associate thepEan
medicines agency with the evaluation works of tberdination
group. But this agency has been created to engyinestandards on
safety and medicine quality, which complies witk firovisions of
article 168 paragraph 4 of the Treaty on the fumitig of the
European Union. Currently, its mission is not toalize
assessments necessary for the implementation anabthealth
policies. These are two missions referring to datpurposes, one
falling under the European Union and the other uridember
States.

For these reasons, the French Senate considersthbat
proposal for a regulation COM (2018) 51 final doed comply
with the subsidiarity principle.



